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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1,114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 16, 2005 has been entered. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bazell et al., 3.884,242. 

Bazell et al. discloses the invention substantially as claimed. More specifically, 
Bazell et al. discloses a balloon catheter having a distal end, the balloon catheter 
comprising: 

an elongated catheter shaft (2) having a proximal end, a distal end, a proximal 
shaft section, a distal shaft section, an inflation lumen (9), and a guidewire receiving 
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lumen (29) extending along at least a portion thereof, the guidewire receiving lumen 
being in communication with a port at the catheter distal end (see fig 3); 

a balloon (16) on the catheter distal shaft section, having an interior in fluid 
communication with the inflation lumen, proximal and distal ends, a proximal shaft 
section, and a distal shaft section adhesively secured to the catheter shaft (col, 8, lines 
6-12 and lines 47-49), the balloon distal shaft section having an outer surface tapering 
distally (see distal portion of 16 in fig. 3); and 

a distal tip member (19) having proximal-most end (22) adhesively secured to the 
balloon distal shaft section (col. 8, lines 6-8, disclosing that tip 19 includes proximal 
edge 22, and lines 45-61 , disclosing that an adhesive may be used to bind cuff member 
(i.e., member 16) to the proximal end of tip 19 (i.e., proximal edge 22)), and distal-most 
end (26), a lumen in fluid communication with the catheter shaft guidewire receiving 
lumen (see fig. 3), and a proximal portion (20) adhesively secured to the balloon distal 
shaft section and the catheter shaft (col, 7, lines 64-67.) 

Bazell however does not disclose an outer surface tapering distally to a smaller 
outer diameter from the proximal end of the distal tip member toward the distal end of 
the distal tip member, nor that the distally tapering outer surfaces of the balloon distal 
shaft section and the distal tip member are aligned and taper at the same angle. 

With respect to an outer surface tapering distally, although Bazell does not 
mention that the proximal edge 22 has a wall thickness that is thicker than the distal 
portion of flange 20, Bazell teaches the following. Bazell teaches that the thickness of 
the tip flange portion 20 may have a wall thickness thinner than the distal portion of 
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flange 20 or of uniform wall thickness and that this wall thickness may be varied to 
provide for smooth transition between the tip and the body portion 2 or the cuff 
assembly 12, (see col. 8, lines 38-45.) 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to provide the proximal edge 22 with a wall thickness that is thicker 
than the distal portion of flange 20 (i.e., a taper in the distal direction) because Bazell 
teaches that this wall thickness may be varied to provide for smooth transition between 
the tip and the body portion or the cuff assembly, as would be desirable for insertion of 
a catheter into a patient. 

Furthermore, it would have been an obvious matter of design choice to have the 
outer surface of the balloon distal shaft section and the distal tip member be aligned and 
taper at the same angle since such a modification would have involved a mere change 
in the size or shape of a component. A change in size or shape is generally recognized 
as being within the level of ordinary skill in the art. In re Rose, 105 USPQ 237 (CCPA 
1955). 

2. Claims 1,3, 6-9, and 11-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bazell et al., 3,884,242, in view of Inoue, 5,100,386. 

Bazell discloses the invention substantially as claimed (see above), except for an 
inner tubular member disposed within at least a portion of the outer tubular member 
inflation lumen and defining at least in part a guidewire receiving lumen, the guidewire 
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receiving lumen being in communication wit a port at the catheter distal end. (Bazell 
however does disclose a guidewire receiving lumen (29) and an inflation lumen (9).) 

Inoue also discloses a balloon catheter having an inflation lumen and a guidewire 
lumen. Inoue discloses an inner tubular member (14) disposed within at least a portion 
of the outer tubular member inflation lumen (18) and defining at least in part a guidewire 
receiving lumen (see column 4, lines 22-24, and figure 1), the guidewire receiving lumen 
being in communication with a port at the catheter distal end (see figure 1). 

It would have been obvious to one of ordinary skill in the art to modify the Bazell 
catheter to have the configuration of the inflation lumen and guidewire lumen as taught 
by Inoue as well-known, conventional configurations for an inflation lumen and a 
guidewire lumen. 

As to the following claims, Bazell discloses the following limitations. 

As to claim 2, the catheter shaft (2) extends distally beyond the balloon distal 
end, see Figure 7. 

As to claim 3, the tip member proximal end forms a butt-joint with the balloon 
distal shaft section, see column 10, lines 35-37, and see column 12, lines 39-40. 

As to claim 1 1 , the adhesive for forming the adhesive seal between the balloon 
distal shaft section and the catheter shaft extends along the length of the balloon distal 
shaft section, see column 7, lines 42-50, and see reference number 17 and 17', in 
Figures 3 and 7. 

As to claim 12, the adhesive is capable of being cured, see column 7, lines 64- 

67. 
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As to claims 13 and 14, Bazell et al. discloses the step of curing the adhesive to 
form the catheter assembly in column 7, lines 42-47. Also, the tip member is bonded to 
the balloon distal shaft section, see column 8, lines 46-57, and see also column 7, lines 
42-51 and column 5, lines 37-38. 

As to claims 6-9. Bazell et al. does not disclose the length that the distal end of 
the catheter shaft extends distally beyond the balloon distal end, nor the length that the 
proximal end of the tip member extends distally over the catheter shaft as claimed by 
Applicant. However, Bazell et al. teaches that various modifications within the scope of 
the invention can be made by one of ordinary skill in the art without departing from the 
spirit thereof, see column 14, lines 5-8. It would have been obvious to one of ordinary 
skill in the art at the time the invention was made to make the Bazell et al. device with 
the various lengths as claimed by Applicant, as modifications that are within the scope 
of the invention as taught by Bazell et al. as would be necessary for a particular medical 
use. 

Response to Arguments 

Applicant's arguments filed September 16. 2005 have been fully considered but 
they are not persuasive. 

Applicant asserts on pages 7 to 8 that the distal portion of 16 in Figure 3 is 
spaced above the surface of the shaft and is not itself bonded to the shaft. This is not 
persuasive because distal portion 16 is bonded to the shaft by element 17 (see col. 7. 
lines 42-47.) 
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Applicant also asserts that changing the Bazell catheter such that the distal taper 
is aligned and tapering at the same angle as the distal end of the balloon would not 
have been an obvious matter of design choice and is not a mere change in the size and 
shape of the component but requires a change in the relationship of the tip and balloon 
relative to one another. Applicant argues that it would require a change in the diameter 
of the underlying section of the catheter shaft and a change in the length of the distal 
portion of 16, This is not persuasive because Bazell teaches that the thickness of the 
tip flange portjon 20 may be varied to provide for smooth transition between the tip and 
the body portion 2 or the cuff assembly 12, (see col. 8, lines 38-45.) Thus, a change in 
the thickness of tip flange portion 20 is specifically taught and a smooth transition 
between the tip and body portion 2 or the cuff assembly would encompass tapering tip 
flange portion 20 at the same angle as the distal end of the balloon. A change in the 
catheter shaft or length of the distal portion of 16 would not be required. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ann Y. Lam whose telephone number is 571-272-0822, 
The examiner can normally be reached on M-Sat 1 1-6:00, 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on 571-272-0823, The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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